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DETAILED ACTION 

Response to Arguments 

1 . Applicants' arguments, filed 1/17/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

2. Applicant's arguments filed 1/1 7/2008, with respect to the rejection of claims 1 -8 
under 35 U.S.C. 112, second paragraph, as being indefinite have been fully considered 
but they are not persuasive. 

Claims 2 and 4-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claim amendments clarify most of the issues previously identified. However, 
the term "n-alkanol", short for normal-alkanol (i.e., an n- or normal-alcohol) is 
understood to refer only to compounds with an OH group attached to a terminal C, more 
precisely named as a 1 -alcohol. The inclusion of both 1 -alcohols and 2-alcohols render 
the claims indefinite, as 2-alcohols do not fall within the definition of n-alcohols. Thus, 
compounds which fall within the metes and bounds of the claims is still unclear. 

In addition, the rejection presented below has been made based on the new 
claim language of new independent claim 9. 
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3. Applicant's arguments filed 1/17/2008 with respect to the rejection of claims 1-2, 
4-6 and 8 under 35 U.S.C. 102 (a) as being anticipated by Marcet et al. (British Journal 
of Pharmacology; 2004; 141 , 905-914) have been fully considered but they are not 
persuasive. 

Claims 2 and 4-6 and 8-9 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Marcet et al. (British Journal of Pharmacology; 2004; 141, 905-914) 

Applicant has provided a certified translation of the French priority document, FR 
0308064, filed 7/2/2003. However, this document fails to provide written support for the 
newly introduced independent claim 9. Specifically, none of the following are disclosed: 
1 ) a method for "partially or fully" activating CFTR channels; 2) a genus of "a mammal in 
need of such treatment" (activation of CFTR channels), although some pathological 
conditions have been disclosed, including cystic fibrosis, "atypical cystic fibrosis", 
obstructions of the bronchial tract, obstructions of the digestive (pancreatic or intestinal) 
tracts, cardiovascular diseases and kidney diseases; 3) "mixtures" of linear C 6 -Ci 0 n- 
alkanols; or 4) administration of an n-alkanol "in an amount sufficient to generate in the 
vicinity of said cell membranes a concentration of said n-alknaol sufficient to partially or 
fully open said CFTR in said cell membranes". Therefore, the instant claims are still 
accorded the filing date of the international application date, 6/29/2004; the reference is 
still applicable as a 102(a) reference. 

The rejection is maintained for the reasons of record. 
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Claim Objections 

4. Claim 9 is objected to because of the following informalities: the reference to C 6 - 
C10 appears to be a typographical error of a 6 superscript, where the intended reference 
is to C 6 -Cio, where the 6 should be a subscript, referring to the number of C atoms in 
the linear n-alkanols claimed. Appropriate correction is required. 

5. Claim 2 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. 

Claim 2 recites alcohols that have the OH group in the 2-position, compounds 
that do not fall into the group recited in the independent claim 9 of a "linear n-alkanol". 
Claim 2 expands, rather than narrows the subject matter of the compounds of claim 9. 
Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 2 and 4-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Newly introduced claim 9 (now the independent claim on which all other claims 
depend) recites administration of at least one linear n-alkanol to "a mammal in need of 
such treatment" (activation of CFTR channels). It is not clear which mammals fall within 
the metes and bounds of this phrase; the first consideration that is unclear is which 
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disease condition is required for inclusion into the group of mammals recited: whether 
only individuals with one of the disease conditions recited in claim 4 are included; or 
whether mammals are also included that are heterozygous for the CF gene, mammals 
that are generally healthy, but may be more susceptible to pathologies such as asthma, 
nasal polyposis, etc., as outlined in the specification (e.g., p. 5, lines 20-p. 6, line 10); 
and/or whether mammals with general cardiovascular diseases and kidney diseases are 
also included (see specification, p. 8, lines 34-35), a disease state that may or may not 
be related to a dysfunctional CFTR channel. Secondly, it is also not clear whether all 
patients with cystic fibrosis would be included, or just those that have some 
demonstrated genetic or functional CFTR channel defect fall within the scope of "a 
mammal in need of such treatment". 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 2, 4-9 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The newly introduced independent claim 9 does not have written support in the 
application as filed, and therefore comprises new matter. Applicant has pointed to 
locations "throughout the current application", in particular in the abstract, and p. 3, 
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paragraphs 30-31 of the published application in support of claim 9. However, none of 
these locations disclose: 1) a method for "partially or fully" activating CFTR channels; 2) 
a genus of "a mammal in need of such treatment" (activation of CFTR channels), 
although some pathological conditions have been disclosed, including cystic fibrosis, 
"atypical cystic fibrosis", obstructions of the bronchial tract, obstructions of the digestive 
(pancreatic or intestinal) tracts, cardiovascular diseases and kidney diseases; 3) 
"mixtures" of linear C6-C10 n-alkanols; or 4) administration of an n-alkanol "in an amount 
sufficient to generate in the vicinity of said cell membranes a concentration of said n- 
alknaol sufficient to partially or fully open said CFTR in said cell membranes". 

Conclusion 

10. No claim is allowed. 

1 1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 



Application/Control Number: 10/562,085 Page 7 

Art Unit: 1614 

the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Timothy P Thomas/ 
Examiner, Art Unit 1614 



/Ardin Marschel/ 
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